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As Director of Statistical Consulting, | direct the Branch's various collaboratve support activities,
including the design, analysis and interpretation of NIEHS experimental studies. These research efforts
are wide-ranging in scope and involve many members of the Biostatistics Branch. Much of my own
collaborative interaction with NIEHS scientists focus on the long term rodent carcinogenicity studies
carried out by the National Toxicology Program (NTP). These studies are NTP's most visible research
activity, and publication of findings often has significant impact on the regulatory process on both a
national and international level. These studies are regarded as the "Gold Standard" in the field and are
published both as Technical Reports and in the scientific literature.

Interdisciplinary cooperation and collaboration are essential to ensure the success of these studies. In
addition to ensuring that these studies are designed, analyzed and interpreted correctly, | provide major
input to the NTP's final interpretation and publication of study results. | am also Project Officer for a
contract with Analytical Sciences, Inc, which provides statistical and computational support to the NTP.

To understand fully the value and limitations of the NTP's long term rodent carcinogenicity studies, it is
important to examine carefully the various statistical issues that influence the evaluation of these
studies. Specific issues that have been the focus of my methodological research during the past
several years include:

1. use of historical control data;

2. investigating the association between tumor incidence and body weight;

3. evaluating databases for NTP rodent carcinogenicity studies and for low dose endocrine disruptor
experiments; and

4. assessing the ability of new models, such as transgenic animals, for identifying human carcinogens.

While future research in the area of rodent carcinogenicity will continue, there will be increasing
emphasis on non-cancer endpoints and on mechanistic studies.
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